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DETAILED ACTION 
Election/Restrictions 

Claim 13 is withdrawn from further consideration pursuant to 37 CFR 1.142(b) as 
being drawn to a nonelected invention, there being no allowable generic or linking claim. 
Election was made without traverse in the reply filed on 12/22/06. 



Claim Objections 

Claim 16 objected to because of the following informalities: line 9 recites "related 
state," it is inferred that the correct term is -relaxed state-. Appropriate correction is 
required. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this 
title before the invention thereof by the applicant for patent. 
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The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 

Claims 11, 12, 15-17, 19-22 and 24 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Realyvasquez et al. (US 2005/0107871). 

Regarding Claim 1 1 Realyvasquez teaches a method of attaching a first mass to 
a second mass using an attachment device (300) comprising a base having a base 
axis, a first end and a second end, a first leg extending from the first end of the base, 
and a second leg extending from the second end of the base, wherein the attachment 
device has a first configuration (fig. 4c) and a second configuration (fig. 4a), the method 
comprising: holding the attachment device in the first configuration, rotating the base 
about the base axis to force the attachment device into the second configuration 
(paragraph 44), inserting the attachment device into the first mass and the second mass 
(paragraph 42); and releasing the attachment device (fig. 8d). 

Regarding Claim 12, Realyvasquez teaches the method of claim 11, wherein the 
rotating the base occurs before the inserting the attachment device into the first mass 
(fig. 4a). 

Regarding Claim 15, Realyvasquez teaches a method of attaching a first mass to 
a second mass, the method comprising: forcibly holding an attachment device (300) in a 
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first configuration (fig. 4a), wherein the attachment device has the first configuration and 
a second configuration; inserting the attachment device into the first mass and the 
second mass; and releasing the attachment device, wherein the attachment device 
attempts to form the second configuration when released (fig. 4c). 

Regarding Claim 16, Realyvasquez teaches a method for attaching a heart valve 
prosthesis (100) to a tissue annulus (fig. 8a) using an attachment device (300) 
comprising a base and a pair of legs extending from the legs, the attachment device 
being elastically movable from a relaxed state wherein the legs cross one another (fig. 
4c) and a delivery state wherein the legs extend substantially parallel with one another 
(fig. 4a) the method comprising: securing the heart valve prosthesis to the tissue 
annulus using the attachment device while applying a force to place the attachment 
device in the delivery state (fig. 8a); and releasing the attachment device such that the 
attachment device returns toward the relaxed state such that the legs cross one another 
(fig. 8d). 

Regarding Claim 17, Realyvasquez teaches the method of claim 16, wherein the 
legs cross one another at an angle less 180 degrees (fig. 4c) 

Regarding Claim 19, Realyvasquez teaches the method of claim 16, wherein the 
base rotates about a base axis when the attachment device is released, thereby 
causing the legs to cross one another (it is noted that the base axis may be defined by 
any axis along the base) 
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Regarding Claim 20, Realyvasquez teaches the method of claim 16, wherein the 
force applied to place the device in the delivery state comprises a base torque (it is 
noted that torque is applied to the base to force the legs outward) 

Regarding Claim 21, Realyvasquez teaches the method of claim 16, wherein the 
force applied to place the attachment device in the delivery state comprises a pivot 
torque (it is noted that a pivot torque is applied to the base to force the legs outward) 

Regarding Claim 22, Realyvasquez teaches the method of claim 16, wherein the 
attachment device is used to implant the heart valve prosthesis in a supra-annular 
position (fig. 8a) 

Regarding Claim 24, Realyvasquez teaches the method of claim 16, wherein the 
heart valve prosthesis comprises a first prosthesis (100) comprising a sewing ring (104) 
and a second prosthesis comprising a valve structure (102), and wherein the 
attachment device is used to attach the first prosthesis within or around the annulus (fig. 
8d) 

Claims 11 and 14 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Krumme (US 4485816). 

Regarding Claim 1 1 Krumme teaches a method of attaching a first mass to a 
second mass using an attachment device (11) comprising a base having a base axis, a 
first end and a second end, a first leg extending from the first end of the base, and a 
second leg extending from the second end of the base, wherein the attachment device 
has a first configuration (fig. 3) and a second configuration (fig. 1), the method 
comprising: holding the attachment device in the first configuration, rotating the base 
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about the base axis to force the attachment device into the second configuration 
(Column 4, proximate lines 24-41), inserting the attachment device into the first mass 
and the second mass; and releasing the attachment device (fig. 1) 

Regarding Claim 14, Krumme teaches the method of claim 1 1 , wherein a first 
object (7) comprises a first section and a second section, and wherein the first section 
comprises the first mass and the second section comprises the second mass (fig. 1). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. . Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 26, 27, 29 and 30 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Realyvasquez in view of Williamson, IV et al. (US 5716370). 

Realyvasquez teaches a method of attaching a heart valve prosthesis to a tissue 

annulus using attachment devices, each attachment device comprising a base and a 
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pair of legs extending from the legs, the attachment devices being elastically movable 
from a relaxed state wherein the legs cross one another (fig. 4c) and a delivery state 
wherein the legs extend substantially parallel with one another (fig. 4a) and a prosthesis 
(100) comprising: securing the prosthesis to a tissue annulus by inserting the 
attachment device through the prosthesis, a tool (200) applying force to place the 
attachment devices in the delivery state when the attachment devices are inserted 
through the prosthesis (fig. 8a); releasing the attachment devices from the tool such that 
the attachment devices return toward the relaxed state such that the legs cross one 
another (fig. 8d) 

Wherein the attachment devices secure the prosthesis in a supra-annular position (fig. 
8d) 

Wherein the devices are placed within or around the tissue annulus to secure the 
prosthesis to the annulus (fig. 8d) 

Wherein the attachment devices are placed vertically or horizontally within or around the 
tissue annulus to secure the prosthesis to the tissue annulus (fig. 8d) 

Realyvasquez fails to teach wherein the heart valve prosthesis comprises a first 
prosthesis comprising a sewing ring, and second prosthesis comprising a valve 
structure, and placing the second prosthesis after securing the sewing ring. 
Williamson teaches a method of attaching a heart valve prosthesis to a tissue annulus 
wherein the valve prosthesis comprises a sewing ring (19) and a valve portion (20) and 
wherein the valve portion is attached after the sewing ring in order to allow the surgeon 
to move the prosthesis into various positions relative to the sewing cuff. This will allow 
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the valve to sit at the same level, above or below a certain level. For example, it might 
be advantageous to seat the valve cuff to be seated above the annulus to maximize the 
effective orifice area. It would have been obvious to one of ordinary skill in the art at the 
time the invention was made to modify the method of Realyvasquez as taught by 
Williamson in order to allow the surgeon to move the prosthesis into various positions 
relative to the sewing cuff. 

Claims 23 and 28 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Realyvasquez as applied to claim 16, and over the combination of Realyvasquez 
and Williamson as applied to claim 26, and further in view of Barone et al. (US 
4705516). Realyvasquez and the combination of Realyvasquez and Williamson teach 
all limitations of preceding dependent claims 16 and 26 as previously described, but fail 
to teach wherein the attachment device is used to implant the heart valve prosthesis in 
an infra-annular position. Barone et al. teaches a method of attaching a cardiac valve to 
a valve annulus wherein the device may be placed either supra or infra-annularly 
depending on which is advantageous for a certain procedure. It would have been 
obvious to one of ordinary skill in the art at the time the invention was made to place the 
prosthetic infra-annularly as taught by Barone if that configuration is advantageous for a 
certain procedure. 

Claim 18 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Realyvasquez as a matter of design choice. Realyvasquez teaches all limitations of 
preceding dependent claims 16 and 17, but fails to teach wherein the leg angle is less 
than or equal to ninety degrees in the relaxed state. Since applicant has not disclosed 



Application/Control Number: 1 0/681 ,700 Page 9 

Art Unit: 3731 

that providing the legs at an angle of 90 degrees provides an advantage over legs less 
than or equal to 180 degrees, solves any particular problem or serves any particular 
purpose, it would have been an obvious matter of design choice to provide the legs at 
an angle less than or equal to 90 degrees, since it has been held that where the general 
conditions of a claim are disclosed in the prior art, discovering the optimum or workable 
ranges involves only routine skill in the art. In re Aller, 105 USPQ 233. 

Claim 25 rejected under 35 U.S.C. 103(a) as being unpatentable over 
Realyvasquez in view of Williamson, IV et al. (US 6162233), hereinafter Williamson 
'233. Realyvasquez teaches all limitations of preceding dependent claim 16, but fails to 
teach loading a pledget onto the attachment device before securing the heart valve 
prosthesis. Williamson '233 teaches the use of a pledget in order to spread the force 
applied by the attachment device evenly so as to not tear the tissue. It would have 
been obvious to one of ordinary skill in the art at the time the invention was made to 
modify the method of Realyvasquez by loading a pledget onto the attachment device 
before securing the heart valve prosthesis as taught by Williamson '233 in order to 
spread the force applied by the attachment device evenly so as to not tear the tissue. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Natalie Pous whose telephone number is (571) 272- 
6140. The examiner can normally be reached on Monday-Friday 8:00am-5:30pm, off 
every 2nd Friday. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 



Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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